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The MAILING DATE of this communication appears on the cover sheet with the correspondence address « 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)0 Responsive to communication(s) filed on 14 May 2007 . 
2a)|EI This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) (3 Claim(s) 1-60 is/are pending in the application. 

4a) Of the above claim(s) 12-60 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1^1± is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

£))□ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1-60 are pending in the application. 

Claims 12-60 remain withdrawn from examination on the merits, being elected 
without traverse because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement of 4/6/06. 

Claims 1-1 1 were examined on their merits with regard to the elected species of 
Morinda citrifolia leaf extract. 

It is noted that Morinda citrifolia may be referred to herein as 'MC 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a previous Office Action. 

Claim Rejections - 35 USC § 103 

Claims 1-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kelly (US 6,340, 703) in view of Chang et al. (US 2006/00996900 A1) in view of Davis 
(US 5,708,038) in view of Elkins, R. (1998) in view of Flockhart et al. (WO 9307901 
A1). 
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Kelly taught that quercetin was a flavonoid known to be estrogenic (see col. 3, 
lines 21-38). 

Kelly did not teach the incorporation of rutin or a leaf extract of MC or wherein the 
MC leaf extract was present in a dermal composition or the particular dosage 
regimens/amounts of constituents as Instantly claimed. 

Chang et al. (US 2006/00996900 A1) taught that rutin was a compound known to 
bind to the estrogen receptor (see [0068]). 

Davis (US 5,708,038) taught that beta-sitosterol possesses estrogenic activity 
(col. 3, lines 8-20). 

Elkins, R. (1998) teaches that MC leaf contains beta-sitosterol (see p. 8). 

Flockhart et al. (WO 9307901 A1) taught methods for the systemic transdermal 
delivery of medicinally active plant extracts (see for example, page 1 , last three 
paragraphs, page 4, last two paragraphs and page 6, last paragraph). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to combine the instant ingredients for their known benefit 
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since each is well known in the art for treating inflammation of mucous membranes. 
This rejection is based on the well established proposition of patent law that no 
invention resides in combining old ingredients of known properties where the results 
obtained thereby are no more than the additive effect of the ingredients, In re Sussman, 
136 F.2d 715, 718, 58 USPQ 262, 264 (CCPA 1943). Accordingly, the instant claims, 
in the range of proportions where no unexpected results are observed, would have been 
obvious to one of ordinary skill having the above cited references before him. 

One of ordinary skill in the art would have been motivated to combine rutin and 
quercetin as well as an MC leaf extract containing beta-sitosterol for inhibiting estrogen 
production and providing estrogenic effects because quercetin and beta-sitosterol were 
known estrogenic agents, and rutin was known to bind to the estrogen binding site. 
Therefore, one of ordinary skill in the art would have had a reasonable expectation of 
success in producing the claimed invention based upon the combination of the 
references. 

It has been held that where the general conditions of a claim are disclosed in the 
prior art, discovering the optimum or workable ranges involves only routine skill in the 
art. In re Aller, 220 F2d 454,456,105 USPQ 233; 235 (CCPA 1955). see MPEP § 
2144.05 part II A. It would have been obvious to one of ordinary skill in the art at the 
time Applicants' invention was made to determine all operable and optimal 



Application/Control Number: 10/808,872 Page 5 

Art Unit: 1655 

concentrations of components as well as dosage regimens of the claimed components 
because concentration is an art-recognized result-effective variable which would have 
been routinely determined and optimized in the pharmaceutical art. Further, if there are 
any differences between Applicant's claimed method and that suggested by the 
combined teaching of the prior art, the differences would be appear minor in nature. 

Further, although the prior art does not specifically state to take the formulation 
'before a meal', it is deemed that there is no specific time-limit set forth in the claims. 
Therefore, the MC leaf extract of the prior art must have been taken before a meal, 
even if it was minutes, hours or days prior to a meal. 

Claims which state using the dietary supplement as an 'aromatase inhibitor' or 'to 
provide estrogenic effects in the body' does not functionally change the method of the 
claimed invention. It is deemed that the because the product of the prior art and the 
product of the claims are the same, that the composition would have inherently 
performed these characteristics and are therefore anticipated by the prior art. 

Although the prior art did not specifically teach wherein the MC leaf extract was 
present in a dermal composition, formulating active ingredients into varying delivery 
vehicles was routine in the art at the time the invention was made as indicated by 
Flockhart et al.. Transdermal delivery is well known in the art as a means for 
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transporting active agents across the dermal layers and into the bloodstream. 
Therefore, the mere addition of a known, medicinally active ingredient into a topical 
formulation is considered obvious. 



Further, it has been held that: 

When a work is available in one field of endeavor, design incentives and other market forces can 
prompt variations of it, either in the same field or a different one. If a person of ordinary skill can 
implement a predictable varition..103 likely bars its patentability... if a technique has been used to 
improve one device, and a person of ordinary skill in the art would recognize that it would improve 
similar devices in the same way, using the technique is obvious unless its actual application is 
beyond that person's skill. A court must ask whether the improvement is more than the 
predictable use of prior-art elements according to their established functions (see KSR 
International Co. v. Teleflex Inc., 82 USPQ2d 1385 (U.S. 2007). 



Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Friday 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. 'Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Patricia Leith 
Primary Examiner 
Art Unit 1655 

August 3, 2007 




